Clin Eval 53 (1) 2025

ERARGBRDONA TS ITF 14 X
ICEATHHAT/R"

SR EREHES (WHO)

Guidance for best practices
for clinical trials

World Health Organization

CER:
At
REBAPE P EHIm

SEIRE AR ISR IRPRERoTHEES

glnll

Translation and supervise:
Yoji Nagai
Department of Clinical Research Facilitation
Institute for Advancement of Clinical Translational Science
Kyoto University Hospital

FERE A - kA&t MCL

Rinsho Hyoka (Clinical Evaluation). 2025 ; 53 (1) : 7-84.

* ARERIT A RIERE] (WHO) 12k - TR & Tz & O Tld . WHORARERONER EMEMIZ W THIEA A
b, B OMEIID B 2 UITGERATH 5. £ OMOFEERICEET 2 FHIIKHZ S

_7_



BRBR STl 53%1% 2025
PUF, JRAROZE R BEE F 2 DT ORCH & S & £ .

Guidance for best practices for clinical trials

ISBN 978-92-4-009771-1 (electronic version)
ISBN 978-92-4-009772-8 (print version)

© World Health Organization 2024

Some rights reserved. This work is available under the Creative Commons Attribution-NonCommercial-ShareAlike
3.0 GO licence (CC BY-NC-SA 3.0 IGO; https://creativecommons.org/licenses/by-nc-sa/3.0/igo).

Under the terms of this licence, you may copy, redistribute and adapt the work for non-commercial purposes,
provided the work is appropriately cited, as indicated below. In any use of this work, there should be no
suggestion that WHO endorses any specific organization, products or services. The use of the WHO logo is

not permitted. If you adapt the work, then you must license your work under the same or equivalent Creative
Commons licence. If you create a translation of this work, you should add the following disclaimer along with

the suggested citation: “This translation was not created by the World Health Organization (WHO). WHO is not
responsible for the content or accuracy of this translation. The original English edition shall be the binding and
authentic edition”.

Any mediation relating to disputes arising under the licence shall be conducted in accordance with the mediation
rules of the World Intellectual Property Organization (http://www.wipo.int/amc/en/mediation/rules/).

Suggested citation. Guidance for best practices for clinical trials. Geneva: World Health Organization; 2024.
Licence: CC BY-NC-SA 3.0 IGO.

Cataloguing-in-Publication (CIP) data. CIP data are available at https://iris.who.int/.

Sales, rights and licensing. To purchase WHO publications, see https://www.who.int/publications/book-orders.
To submit requests for commercial use and queries on rights and licensing, see https://www.who.int/copyright.

Third-party materials. If you wish to reuse material from this work that is attributed to a third party, such as
tables, figures or images, it is your responsibility to determine whether permission is needed for that reuse and
to obtain permission from the copyright holder. The risk of claims resulting from infringement of any third-party-
owned component in the work rests solely with the user.

General disclaimers. The designations employed and the presentation of the material in this publication do not
imply the expression of any opinion whatsoever on the part of WHO concerning the legal status of any country,
territory, city or area or of its authorities, or concerning the delimitation of its frontiers or boundaries. Dotted and
dashed lines on maps represent approximate border lines for which there may not yet be full agreement.

The mention of specific companies or of certain manufacturers’ products does not imply that they are endorsed
or recommended by WHO in preference to others of a similar nature that are not mentioned. Errors and omissions
excepted, the names of proprietary products are distinguished by initial capital letters.

All reasonable precautions have been taken by WHO to verify the information contained in this publication.
However, the published material is being distributed without warranty of any kind, either expressed or implied.
The responsibility for the interpretation and use of the material lies with the reader. In no event shall WHO be
liable for damages arising from its use.



Clin Eval 53 (1) 2025

BR
JZ LS MDD woeveerresssessssssssss st AR R 10
P P PP 12
0 T 14
T T 4 T 0 ) o s 16
T TP creeeeeeeerer e s 19

1.1 EEPRAFZE : EEEE M & FHEH oo - 19

1.2 WEIEDROMEE © BIEHIZE vs BEIRZRER rrerererreererrsemeriserseseiseesie s .91

1.3 BEIRZAER A HUD & < BRES @ YL L35 B E B e 22

1.4 BEPRZRER DA HE LT [T 7280 2R RHR wrrrerreserresmersssnssess s 23

1.5 TUEF YV ZAIHOUGEIZMATELL A T ) T eereeerreeessssssesssesssssissssssssssssssssssssssssssssssssssssssssson 27
2 EHHFRERIC BT — & 7 BRFEN - AREIR TR R oo 30

2.1 ENERABIIEE ARG U TR AIc A A A AR T L5

FH A U XFLD crerrremsrssenssssenssias

2.2 BENZZEERRABIE SN ONER| L fE k2 WHT 2

2.3 ALz B PRARBRIE A0 ) CBIIPE AT Ly o

2.4 BRZEIRARIEZ OBEICHMAAE L 53 & IZFHA Y EAB o 15

25 BN EERRERT S AR  AIERAIZAEHIF B s 46
3 ERREED T O Y ZF ABLIZEIT B H A &Y R cereeeeeeeeesssssssssssssssssssssssssssssssssssssssssss s 49

3.1 FEIRERER I T2 3 A T Ly DD FE coeererereereeeetet 50

3.2 [EIEZRERT T3 257 AT BRERTI T — 0 coereeeeemsssesesesssissssss s 60
A FREER coerereeeee et 65
7] P00 00000000000 P 66

MR, 7Y ZaUicE D Bh =2 v 7 v 2 & BRI il § 2 7200

S 72 G L b TR ERIZ T B BT oveeemrerrsmserssssersssses s .66

IR 2. bu_ﬂuﬂ’ ﬁ}f%‘%gﬁjﬁ{%%ﬂ’ ﬁﬂ?ﬁ%(:jﬁ—g‘— A ?ﬁﬁ$]ﬁ ................................................... - 69

TR ovvevereeereeenee et 78




BR PR EFMf 53%& 1% 2025

EU&BHIC

THARERR (WHO) O & El0—D2 & LT, REF¥IZH T 2 B EOEBEITRE ) Ot % &
FTHZENETFENS. WHOK, EOFZIC K > TR R&D) Ta¥ 25 4%5bL, Thick->
TANAY A TV AEFBEE, BRETHRNEMENANDT 2 ¥ 2% LD HEPrOA T EEDLET S
e, EROBELRFENEY L -4 VIt s TiRGEEALEZ TS, BIKREIZ, EoE
B K BREEAZRID TV AT LICE S THELEETSH 5.

BAE—HOETIZ, ARELEHRERPRHA LN TOAWEKR T 2I2A, FZHLD -0 OBRE
Bl XN TOARNE WS ERESFHEL, ZOMBELT, Edmaedn, EBAsEHETBEES /) N— 3
VANDORNELET 7 APBEL D, BT oD LTS, 20224F, ARSI P (WHATS.8) £
RIS AIZB T 2 EOEWIE T v 2 &2 LR OE & 8 4 83 2 720 DR D EL] %4
WU, ZOREIZBNT, KFHA LV ZAEFRKETSE LI WHOISEGE L. AHA &0 2%, ERFTRR
e 5l U C A KL EOBEIEICH Y i Z &, BRI E EEOERE = — ZICAFEICHIET S
ZEICHA#ELSEDTH 5. HEADWE, HKRBROZETREN 2R LEE5Z 32 TOREIZE > THE
FTHHL0IHIHTHS. ZhiZk->T, PHBRERERBEO AL S FESEICHVTE, £ DM
THRABROMESEE S, LB oT, ZORBETHEFEIN-GOEIMRPICKX S HEE5 2 568
VR 5.

KA XY ATIEONL O OHERRFEHAZR L T5. H—12, IR HEIICAD = — X & 572 LS ENE:
MRS 272002, BERSINE, kit 205 % B0 EHE & FEHaERE O OIS E R 5 2 & B
TELTWAB, F U, N, Im, SMEss, WD EFeohsZ Db anERExFR E U 722ilbi % 5
B 27-0080RIZONT, HEIPOW=4HREZIT-> 5. B0, MBOT¥ A v e EEET5 Lk
T, BRI 2 OMENTH D, AREERE 5T 2ELOF — L& R0 - MEL MG HH
ICESHERAENTAINRZENEZRL TS, FLARTA LY ATIE, VAZIZHESO LN ZLZ 7 T e —F
EHREL TS, 20770 —F42 L3528 T, ETORBRICH L CEERLEREEZBH IS D TIER
<, VAZEZIBL T ZENTELLIITKSD.

WHOD H A &£ 2L LTRYIOT, ENAICETZ T v 2RI & WBEIC 3 % iR SR BRI 72
FIEE T 2 DB DOWT, FZEOREYFRLHHSE, ESIRME & LM IR iR RE 4
RTEDTH D, ZOEROFFUZBELEE L5120, ENIZE T 5 Hilih 521 & BIRORER A HE—
DFETHB. 72770, BEORMETHEORK2% % FI¥ & R&DIZ, F - MFBMEOHEZETHD5%
EMRICHTEHZ L IRFOHREFHTH - T, MEOMARBRIMBETES X INTITNEEDD,
Z< OETHERTETVEL, 72, HHARATOHANW T X ZIZEEEAT5 X0, FTREHEICYE
BERTIBENDZEE D 5.

FEMBERMFRE T T Y 27 AOQURICEENICERZ AL T, 2t s 2 -PREY Y & —, it
25 DRFREHO ANDDMEIRIZEE 2 WEHTE 2B 2 BT, LLFTOX > A Rk2afitziss



Clin Eval 53 (1) 2025

ZEMugLn B

o —fikihi R LI 2 I 2 =7 4 BOEHBROM L

o [HIRER A%EE FOBRBED -2, KOHRICA 7= EF v 2DRIH

o fEET Y L LADWFE, [lLrDEFO= - o724 I RXR—Y 5 YREHE/ANDT 7 ¥ 2 OHHEL
& AL, msﬂi@%lﬁ%@“é%ﬁ;ﬂﬁmﬁﬁ%ﬁ@ (SDGs) DRERIZ AT 72 Hil

o (it fE I THAIC DT 5 20D L DEABKBE LTI 27 45288, Ev~LTtoLryy) Ly
2 LeEom

o [E RO IEREGE &R IZ 3 1T B EpEVED A I

ORIZELA, /) R=V 3 VDI AV AT LANMRICE S Z L THEAN SN BEES W72 U/ EAN
DAY T b, EHIZIERME 7 2 —~OFZFIZE 5T 726 XD BHNFE

WHO X, /S— b F—LDOWGHEE MO LITAH A &y A amHAL, B - KR T 12t 2 DR UG,
AEYLEX D, Zhiz X BRI /ZTAW%mé%ﬁlb«wi%% fh s T <.

Jeremy Farrar

Chief Scientist
World Health Organization



ERPREFM 53%&1%5 2025

AHDOIERIZ B 72D WHO F: 51, 2 ToMmBENIx L, KA 28z FrfEdml T ke 2 &I
HTrLLBll, ZLOMAELN= M F =2 oFEONLEELABRICES BRHOBELT S, HFEHIZ,
BIRMERDNZ L 77 7 F 4 21220, I EBEMEOGOBAFZD A 4V ZAXHIZONWT AT =7k
Z—LDWakEIT-> 72, 7 U CHEHEEER2ZR KRS (CIOMS) (1) U Good Clinical Trials Collaborative
(GCTC) 2)IzxfL, ZDHA &Y ZDOMAAREWEDEFFO 7272 W= Z EIDEHOBEERT 5.

WHOHEHRIZH T 5 4 & ZDKREIX, Jeremy Farrar (Cheif Scientist, WHO) & John Reeder
(Director, Department of Research for Health, Science Division) &£ L 7=, REDO KN L 7 a v 213,
Vasee Moorthy (Senior Advisor, the Department of Research for Health) #%Wei Zhang (Technical Officer,
Department of Research for Health) O EE & YK — b 2521 TFEL 7=,

FRIRFRBRD R A b 7T 2 T 4 ZHED 728 D Technical Advisory Group (TAG) 1F, A%EAMUL TR &
N7z, TAGO X Y )N—=13kRD L B D TdH S : Akbar Fotouhi (Tehran University of Medical Sciences,
Iran [Islamic Republic of]), Evelyn Gitau (African Population and Health Research Center, Ethiopia),
Herman Goossens (University of Antwerp, Belgium), Marian Knight (University of Oxford, United
Kingdom of Great Britain and Northern Ireland), Roli Mathur (Indian Council of Medical Research,
India), Ann Meeker-O’Connell (Independent expert, United States of America), Sharon Nachman (Stony
Brook Children's Hospital, United States of America), John Norrie (University of Edinburgh, United
Kingdom of Great Britain and Northern Ireland), Thomas Nyirenda (European and Developing Countries
Clinical Trials Partnership, South Africa), CS Pramesh (Tata Memorial Centre, India), Fiona Russell
(University of Melbourne, Australia), Sofia P. Salas (Universidad del Desarrollo, Chile), Karla
Soares-Weiser (Cochrane, United Kingdom of Great Britain and Northern Ireland), Fergus Sweeney
(Independent expert, Ireland), Huixia Yang (Peking University First Hospital, China), and Nonhlanhla
Yende-Zuma (Centre for the AIDS Programme of Research, South Africa). TAG®D X Y N—=2 5%, #&
WHERLET 2= ANLT F)34 2 %1372, %72, An-Wen Chan (Chair of the International Clinical Trials
Registry Platform [ICTRP] advisory group) 2°5 & 7 F/¥ 4 X &%) 7=,

WHO I3, Christina Reith (Associate Professor, Nuffield Department of Population Health, University of
Oxford, United Kingdom) D% K7z EWkIZIEHT 5. KISGEE N OHAEOMFZIZHBWT, AH»DEE &
FUOZANTAT 4 VT Y E— L, HA XY ZADFEIZE T CHEHEL S %R7- L2 WHO
& 72, MR EERERAPORBIC L2 8E L DT 7= AL AERZ UTHAML € 2 — 2 JEFICE
WhEdDE L Tkl Twad, HIKMWIZIEE : Joseph Chukwudi Okeibunor (WHO Regional Office for
Africa) ; Luis Gabriel Cuervo Amore, Ludovic Reveiz, Carla Saenz (WHO Regional Office for
Americas) ; Arshad Altaf and Arash Rashidian (WHO Regional Office for the Eastern Mediterranean) ;
Marge Reinap (WHO Regional Office for Europe) ; Manju Rani (WHO Regional Office for South-East
Asia) ; Mengji Chen, Kidong Park (WHO Regional Office for Western Pacific) ; Janet Diaz, Nina Gobat,



Clin Eval 53 (1) 2025

Ana Maria Henao Restrepo, Jamie Rylance, Steven Mcgloughlin (WHO Health Emergencies Programme) ;
Alain Labrique (Digital Health and Innovation) ; Shirin Heidari (Gender, Rights and Equity - Diversity,
Equity and Inclusion) ; Nathan Ford (Global HIV, Hepatitis and STIs Programmes) ; Lindsey Wu (Global
Malaria Programme) ; Francesca Conradie, Fuad Mirzayey, Samuel Schumacher, Matteo Zignol (Global
TB Programme) ; Chikwe Ihekweazu (Health Emergency Intelligence and Surveillance Systems) ; Joachim
Maria Hombach (Immunization, Vaccines and Biologicals) ; Nigel Rollins (Maternal, Newborn, Child and
Adolescent Health and Ageing) ; Rodrigo Cataldi (Mental Health and Substance Use) ; Lisa Askie (Quality
Assurance of Norms and Standards) ; Samvel Azatyan, Marion Laumonier, Hiiti Sillo, Marie Valentin
(Regulation and Prequalification) ; Tanja Kuchenmueller, Katherine Littler, Ghassan Karam, Martina
Penazzato, Andreas Reis, Anna Laura Ross (Research for Health) ; Avni Amin, Mercedes Bonet
Semenas, Mariana Widmer (Sexual and Reproductive Health and Research) ; Garry Aslanyan, Anna

Thorson, Mahnaz Vahedi (Special Programme for Research & Training in Tropical Diseases) 756155 Hh
725D THB.

WHO %, K CHEHOHE O BRE L MEHIZ DWW TGCTC XU CIOMS IZE# O ZE 4% 4 5. 72, WHO
Collaborating Centre for research information sharing, e-learning, and capacity development (Centre for
Tropical Medicine and Global Health, Nuffield Department of Clinical Medicine, University of Oxford,
United Kingdom of Great Britain and Northern Ireland) {ZXfL, #4 &V ZAREDO—BE LT, FEKRER
TV AT LEALD 728 OFEEE L BRATHNICET 570 — L 2T — 2 R4 -l E L v T4 v THEE
TR T 7 =N A= P 2L TS 22 L ITBHORBEERT 5. 202340 5 2024 FHNZ A C,
* ¥ 74 TORB R AT ORI L <OV KT T — N L~V O fi i & Gl C CEE 2 B PR
EHRERE L TN AREXOSMEIZLEHOEER TS, I TIRTCOAHTAZETS I LB TE
WM, EEROSFR—F EEHMHAEA ZTUE, ZOHAF Y AREBRH LE,L->72THAS. FEEME
Bl dtE, SEOREYFLMEY R, MY E, o2 X OIEBUMN#IRA & k4 5 ERAA G5 Nz,

KA A& ZDRER, BINES (EU) 2833 % EDCTP2 7’1 2 7 4 (CSA2023WHO-3454-WHORCT)
o DEEIRMIZ I D EEL I 5 /2. F£72, F[E|D National Institute for Health and Care Research (NIHR)
(NIHR 13 % [E Department of Health and Social Care 7* 5 B &2t 4213 T\ 3) 25 DEEIRM LRI T
V%, NIHR Global Health Research portfoliold, 2@ — 3L L N)LTOMBEMREEEZHME L, #EH
BURF 2 & OFEIFER R R & R U TR TR EO N2 ISEEN A D T H LRI %2 £ 7259720 DHD
OB OIS I 7E &2 R L TS, A e &I hz gL, @49 L ¢ EDCTP, NIHR, %
L C#[E D Department of Health and Social Care D R f# % KMt§ % & D Tld .



12 3 i

&

il

53%1% 2025
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FDA Food and Drug Administration (£ [% 3 5 &)
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WaPRET 2 2 DICBENFHTZHEY — L), SIRMEREIREE, BIRA XY b, RRY — 2 OF AR
MuEENGENS. Zho O, + BRI DRI LTETITONETH S BlAE, Frioi
B7r o b h AOBAIZIE, ZTOBENERRZEEL DD, B 2R THRKMICHRIEEh TnsZ L
NEETH 5 (67)).

BECNDPEEDL. TAORREZFMT 2 73, BT 2 AR L TREAE <, ORI
YR DIZTRETH S, F—Mc, FRETIENISEMRET, BIKK - BEARISERY 5 %
BOTHEL TRESL BV, 7Y b A LORRUE, ZOIARRSE OBRERANZF2 > T b2 B,
W OAER TG~ — /7 —REIRRE~ — 7 — IO 28R 25 L, SIBOME TR 7 b
HOLIZHT AEREMRET2) 2, WEOEFNZIZIEC T A, PEEOZERR 2 B
SIRANOHBEIZIB U C) REEMIZZEDS. RO D277 b I A2 THEHE OB T 5 Z & 130T
EARWRETHD, ELnZeTEawn, ZORbDIZ, BECBORICHE L5 A 2RO H 5, Bk
WTRLSMENZZBNTI LT, #EEZ2FAZEEMTILICHENAZELSNRETHD. ATTY ML
EHWAZET, TETVZMAD BHE L TEKD S 2 IWIRPTA BRSNS £ 5 & & 612, WD
MEKEZWMS T2 LN TES. a7 79 b 2OMAICET 20 < D2 OHD AL, HEIEREN L E D
ERBRRMN 2 OO TRRIZAFAEL TH D, HlA 1L, International Consortium for Health Outcomes
Measurement(68), Core Outcome Measures in Effectiveness Trials (&M iRERIZ BT 537792 s AR
%) (69), Standardized Data Collection for Cardiovascular Trials Initiative(70), Standardized Outcomes in
Nephrology(71), International Alliance of Mental Health Research Funders' Common Measures in Mental
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Health Science Initiative(72) % E 23 H 5.
2.1.8 BEYHLORFEMT, EEHOEVT—2NE

F— - AvEe—Y. F20EE, RBRIIEGT T HE X 72 iR RS RO RN & RIS B e Z
HBMEICHENZELS RZTHD, BEIITOINE I, EOFEOHER 213, 2MEORM, Hf
B, BIRA XY b, BRRE~Y -7 —I1CB$280) 2B L CGET 25, ThiEED XS nhk
TEMFTEFMAT S 2, M4 ORISR > TS NETH 5. Iz, 7—2EIE, ZoOH
WIS 3B Z2EXHEIREV Y TLELANIICEEDIZNETH D, BHE TN ORI
LRETH 5.

F— A DY - RAFE - 8 - T2 2D 70Dy — LT, RBRETFA Y EBDIZEBTEZ L
TE, TIANY = REWEHIRL DD, BTG —HMED 2B A2 TRICTRETHS. TYHL
TR MR IS B B IR T — 2RI, WFREAOSNIEERE, T ARG, B S, 2L CZh
AR HEEE2 DY) 56121, DIRRMIAEIZ & b7z 5> THMNH R 2 OEFERIEIZB 4 2 Bl & il d 210
BN FERICRD S 5.

BEIhPEED,. 72 WEOESCHE, Sl &1L, ZOWRENLMEEDNT V22X EZRETH 5.
INT VA ERWET — 2B E BEOBRETH 5. 2L, BESNHERZ 2 v 7 ICAE s Bl %
N B20TEL, BINHEICE > Tk d EEARBOMBANOFEEE Z 5 TN E 50, FIFH T HE 25 &5
TRER AP (SMERPBMHE) #fhEe5. RBRICk->TE, R=254 VORI v 4
LERICE > TRINAZZMEOH Ty MZBWT, 250, —EORTIZHWT, il 6 208 (i
A2, hESA A~ A=) FUETHZENEYIEEZ N5, T — 2 PUEFEOZERIE, ABRoEHE
P TR EICE R A B A RIFT LS 5. 7 — 21U (] 212, Clinical Data Interchange Standards
Consortium Study Data Tabulation Model : CDISC SDTM [[iIR T — & sgifuflita vy — v 7 Ak ER 7 —
AREXRET ] (73) 2#HHTEIIET, T—2OWMEETREMEZMHRTIE LI, A4 T7FV VR
RTF— ARG ENETE LN TES. £z, TV AAFMNRMEELE CINE NS KET — 2 20T
52 ET, WESNAEROBEEEREEMEZA LXE2 2 ENRETH D FlAI1E, BIFAEEZKS T
KE), F— a2 nmmilcAHE L, RBEOEMERSMNMEOAHARKT AL Tx5.

219 7 MHLOHEE

F—Ayt—Y. HEOTI VA LEMET ST AL LT, BMERT VX LLEIN=HLZIT D)
TAICEE IR ENT T —F 2 HATRETHS. ZOT7aw 21213, FHMIOHERRE L ST 5.
RCTIZHWTIE, 7 b & %Gl - gL - FIE T 2E4, #0005 hi ADRHRIC & - TRE
EZTBOVEIICRIIEREEILSONRETH S (Thabb, 77 L0HlNITEBAL IR L <5 X
X TH D). MR, BMEORMERHERT 7 b 7 A% EHRT 5 -0 E S - 0B - AT 2 %S,
il % D2 MFH DI AHIFIE R ERIER T OMBAERICT 27X AL AWETTYA v - #HHIh S RET
b5,
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BEChPEED. HIOMIFOSNLTABTT Y b 4O - WAL - SBICHOS FENRE S &,
Z DORRIZ TSI D TTFANDISA 7 28R E L, BOTTAZERIZOWTHEY) THWiERs E .
Z D70, BB IMMPHET > 725l § 2 5k, HI0HTF ST ALC»2DEFHETHZNET
B, INEDOT T A LORERCHEIZOWTHELZ TFHEIE, F2MBZEH DT oh=i A (X3,
ZNEHERL R < § 2R MAR R 2 EORE) IOV THIS SN NETIEA N,

2.1.10 #EEtEEMR

X— - Avt—7. B, MECERI AT — L a 3BOWICHERZ20% 2085 K5 794 VX
ETHY, FRNZZOMCHEREYLTEINETH S, BIXKEN 28 TEEOMWIZT2E5 L &
ZHETHIEE, LIXIULIEHR->ofama S magEn b 2 72908 F U< v, BRI, et
[ &SRR IS > TR S N A RE TH 5. MaHHEtmE, BRI HE % 50k 3 5 B
IREL, AHICHRET 22 & 810, B L AURER1HIAT 20 (Tabb, MIET Y M H LICET
5 EMIERBZ DN BT DS ISR S EERNETH L. mYDOBERIHIE U 7512 F20E U 7= i
DWTIE, ZOBFEMHMEISRTNREZTH 5 (8). RCTIZHWT, TS intention-to-treat D JEHNIZHE S
RETHD, SMEBT VL LALOEZRINZEH DI SN AR > TT U &% T 5 0%
Nhb. ZhiE, %IZ, BMNEO -BREX SN AETTHINZL A, HE20VEELZT A,
»hbod, £, 7YX LUROBHTIEN EORKETET Lz i2rirbo TSI REThH 5.

BTN = TREINIEEICHERENERETH D, L DDTEINRFE SN TOARWGER, HENIRE
ENTODLENID b5 THEEOBN S TbN 2551203, REX =X 4123 5 ZhE TORR
EHOICEETAIMNEND D, WIS, EIRABRIZ S 2 T AIROANIHH S h 3 PHRETIE, 7V
A LLRNCEEARRE A Cald UITFE SN A2 RETH 5. T2 2R ThHIMLL THRET S 2 &N
FiswE8h® 5 (Sex and Gender Equity in Research [SAGER] # A4 F I A4 VIZHERL) (74). & TOHIR
i, oG YT v ZARHIRIIKINZ B £ A THRIRTRXETH 5.

BEChDPEED. HEHENEIEE L, M TFEOBERICNA 7 22340 2 etk % o4 5 72012, &
BASRAHIAT 2 E11C (B A1E, RCTIZH U 2 HHEIT O EMMERATIS) WEL TEHESRETH 5 (8).
RCTDRFEFT R ERAIL, & 5WBHEEA XY P ORELREIET 5720127 v & L S =5 S
FET2Z2LTHhHD. ZOMRELT, TACHDHF oM L THELZI AV M e, BINED
EPNTAEFREDO T LTOA XY P a4 25 2 LML 55, SMFHRR & ILOBINER
o THATT 5 (intention-to-treat fi#fff) Z ENEHETH 5. XA S, WHIZT v F 2L Ik TH -
T, WEEANOHEIZL T, 7V &L {LRICREDOSMENBN 2 SR i BlAE, #%ics
FEIEHEZ i 72 S N2 E I L 725550, 10 6 NGRS D & b - 728554, HEERCEI D i
SENAEHNE SEBIN ARG S WIGEERE), ThPBXETNA T ZAEEALS 2756 ThH5. B
T OMKREME TSI L EEETH 5 ; B2, FREOREFAONE % L4 256, KEAwEIIT
vE LR AT DA TERMICTE 5728, BN LT ALERZ T =HOATRERZMENT 25 Z LAIE
LI N2 D 5. LrLahs, PEEOEREDEEZHIT 5581, [on-treatment] f#HTS° [per
protocol] AN IZFAMEZ I WREMEAR B D, #HOHT O MR ADORIZCHEOELHEI 1 E I 1k
S 2 BEOEFHME X, intention-to-treat AT D R EWE —RINIZE L 5 5.
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RITIZ BT 254 7 20 EBELFEKO —DF, TEF Y 2O —BIZERLTES (F— 2 DRET#IC
EFRLEREDY T — TR 7o b 25 S OMROPPERATHIAT LI LLE) Th 5.
SMEDH T 7N — TR TALNDEFNROZEIHIMARIZ K >TEL S Z 0B 0. Len-T, ¥
TN =TI H D, FENTHESIN, ZORPFIREINTOIBEND D, 7 v & L{LHBICHESE
ENZRIZE > TRESNZZ2H T —TIZB T 2EROMBITIIHEITE2RNETH S, BE¥LEL, 5%
BOLFME RN A DK EEZ TS IZT 2R DH 5) HBEICE, ZOBERCL->TERS I
B2 TN —=TROWEIZNA T ABEL I B2 6 ThD. EEAEDE, HEDHTrL—-T (BlZiF,
FEE ) IZB U ARRAHEEICHRL, 2FROFBERE AL T IrErERGFTTS2ZLTHS. Z
NERBR L, ¥ TN —TRTHIRBELE DLV T RIET VY AN EWGE, TOY T 7L —TDA4
DAY S D IR, NFAFELENTAZRTS), d5WVIEARETICRBREOF ZIZShHh
3 (KRB ENAEZTONEY) WEEERD 2. BRIFEICE O CEV AR TFHREARTRTH D,
A ERAZIMEZ T TEL, 7 27 P4 XOEIRN KR E IPEEMISHER T2 Z L S RMRICHEHET
»H B (75-78). F 7z, ¥=mmiiE, (B Z13F Grading of Recommendations Assessment, Development and
Evaluation (GRADE) 7 7' & —F (79) & iV C) MEDIMZRAR E OBAMEFE L THRTNETH 5.

2111 RNADEFEREHR EFE LR O

F— - Xvt—Y. BIRKRBROEHMETHRONDE T — 21, TAMRICBET I M- 4EHRE 72567,
ZOWHRIE, MEBRORNELBMED T 7 Ik e ZE S 5 08D b 5 FEMIELRLGC, WMBRNIMHI B
FANMADOHMGEEZEEL S 22T adifl e e 256035 5. ST AOREN LAFRE, BEN LA
atEe & 812, KRS ERIIRDE L ERERDUCIRS L THEE I NETH 5.

BEChPERDL. WBETRETZETOREA XY P S 2D AL > THXRI NS DT TR
%<, WEBRRPBETH O AL BBRE VA XY FBRMFIZET L. (BINFEORFEIREX AR TH
B8, A XY N AT AL ORISR 2 TR &< k5. )

f#EETAEZT 52X ICHIDTF MR TESE IS v 7 (IRA XY OFEELHREM O R
BE) 2, AWE GEUT ) LHELTHEBIZZVLW D EGMIT 5 Z 81F, TADMELE
FEMEDE VT ETIHMIIT 2 BBt 5 5. ZhIC& - T, BMEOERIZH 2 ERRIREICERKT 2 4 NV b
EHIRLT, EDA XY PRI ANDENIHZ & - TRERMICR B L 2T 20 2 A PIZFHii¢ 56 Z &8 T
3. ETHORBRIZINT, 20X S AIEER FTOENT, RERFIERHRE 25, B 7z 2GR % BRI
IZHIB Z L&Y, BT —2ah oML (MZT7 7470+ —Micko>TR#EXNE) 20 —T
(F—2x®=42Y) Y IREE, WREEMTMEEZ L EEDND) Tk THEEEINIRNETH 5.

KHHERNIZ, (B2, 2IERCEAIA) TAIZK>TRI 572&F 2 2514 XY b OWEIE, xFHEREIC
B DYUEEA XY P ORERLEQIEREWZ &0, KIRBRO W 2 A B A IEME T & 2 72 6 15 il
AN K, Bilsk e LT, RIS 2 REMICHNT, MiTh-> TEREDONTA LML B L
5B4 XY b BAIE, EKANCEET ST 7 4 7F Y -\ ) 1%, FHCBEOE S 5 TR -
M REA XY P ELTHRbIh S, REROMHR, AT 2 0OFE, EBONRENCE T
E, BB EEANY P e, DULAThLARE LA XY b AR THET 5. [FRkC,
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PR ENDANRY FOENPIREMTRET S L PHINDS D, DACREEREDONRELL KWh %
HETLHZLEHB.

T ADNRIIA THD (HELLGL L, ARshttssd), TOMBERES. £/, ¥
HHMETRELZZD, FPEOEMTRELZD TS, STAORIZIE (P bsfihic L), FEl
BIEEAEMRP VD, AFEZLIAH-5TE, RMMNICEIARELZEDOVHS. 72, LIDONTAL
BT, ZOAEESIEAL XL TRMEICHEAE W L 230 T N TH D, WEhPRETHiL V-5
THHT T A LDIEES T OWITH .

/)

[

2112 AEMEAEHICHATIHALEROE=2V 2T

F—AvE—Y. MUF-2T=2 ) Y IRESE, EIThORBRICKT 2 RELEEEHEOT -4 %
P B 726 sl 2 TR ARt 5. 2O TRIZIE, RCTIZHWT, RBROFH A v 9, @i
25 BRE O ERME AN SRR 2 2 & a <, IEER P TRIED A XY b OREME 4 k4 5
Zlrat. 2L OERRE, FICREHERRER TR, F—2T=4 ) v 7 RAS OB BRI A
NTHMEEhEZERHE. ZOLIEHATH->TE, 5T HIEW AT 74 77+ — L Tk F —
LM PEEMER SN, BREMD ZETHNA T (INA 7 2D #frEnE > Ic§ 5058
Nhd. T—2EZLY) VIREZOMKEMEFR L 22880 E2 WS Z e TEREREE S A, T8
ERKOPIRMMEE SN L5110k 5. RBRICK-TE, T—FE=4 ) VI REBR2MBEE LN
EEHBHMN WAL, RBEOMBAEL, FETF—212h»b o TRENLTE X NEVWES), HoHD
oML 725l A2 5 2 L I3HETH 5.

T—a4vAx YAV PERBZ (DMC) 12, Hielcffon s Raett e AECBd % 7 — & 2 PR - RS
57200 LB EFi o7 A Y N— 2 BYEINETH D, WUALEIZE, BFHEP - MITROMUMEE
S NETHS. DMCIE, FFEDWHEROEAEN 2 AFMHEMICET 2R c Gz L TERERESTZ S X
5, FVELMEEINTZHARONTIZONTYE, EFMFTERMBPOT -2 iz L 2 —-FXETH
5 (Bt hgiiud, THIATEETH 5). DMCIE, aBRFENER] I # R FIAD AT 2 /R4
ST Y 2035 25800, WMBRO 1O FOEROMIE2 &, RERTHEF IS 2175 X &
Thbd. TOLI BT, TAOARELAFHNE, HitMtor sy 2 GUREZ#L TE, EROH
A MAEMONT S B HEVEA) CEDWTTbhd., Z0kS s#iE&iT 5B, DMCIE, JFE
BTIZ 51 2 BAS RO & & 12, Zhlstr oozl (kB0 AR E &) 2 EE T
NETH 5.

BECOPEEDL. BITPORBOT VA v, HEHICBS T2 TOHEE, RIS TANAD
DEEET B 72012 (FlAE, HARICHRARIFOIAFICHAZ 2551042 Rl 25 L), %
Tt THIBATRER 2 M2 X &ETav, PN ORI IR, HEEIZOWT, Boh/zT—
SUZHED W THII R ARBEREEZ T2 ) 27 B ENE S HEICRETSRETH 5.
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22 BhBREEHREISMEOEN EFLEEZEET S

R BERY 7 BER AR (12-14) T, R 410 » 2 EE A WAORIE L, 2RBRE, FHosE o
UnfELNELOEL. MBRBEAZES (IRB) RMEMEERS REC), Thb LESOMMKIZXL S
RO AT L 2B AN F v ZAOEE L TFRTH Y, I OHER & &k % 18+ 3
IS HEY SISEARO NS Z & AT 2 DIZRLD

221 ZmMEEQEY)AIAI1=F—2a>

F— - XytE—T, BRKRBOETORR GASNHT, kg, 8% <, WBEzmE OU3, %475
Lraicidz oBENABA) IS LT, EEA DML TWERE M T IMESNH S, OBz,
BABEOEH L EARL D) 20 L DNT Y A& HEHICE L, BRNERIEEE X208 H 5. HR
FREAR AT, WRFIH L -SiE LB TRMt SN IRZETH S, HREALZENERFELTIDOX
O K ERGBR W Z R L, sUTHNICRIS 5 2 & icfiifis & 5.

ZMFEORERPEIZ L > TR BHEHELHERPE -5 XD EHEHINIRNETH D, BWEIZROEHRER
BT INETHS.

BEZhDPEEL,. iR, WU EHRE 24 L0 —2SNEHICHEMT 2 Z 8103, SN & aRBRE R
DREOMFIZHIETH Y, MEOHFROIEEIZ D a2 5. KSR CEIZHAA 5 W 7zB#H 12
R 20 2 LI AR TH 24, FEMll 2 BMA BRI S SRBENIIR T2 2 813, 2NEER S
B2, RALR YA 20 LT, HMIZR L TRk 282 b 5. RN EaI I = -V 3
VETY, EEAERSTEINESDETH S, TOR, TR IoswEEED, BRANDT 7 X2
DOLRTXEZFE LT AS 0, Rk > T, 1%, 55, @il 3N fmoaryEa—4
N—=Z2DHRUIZ K BERIBIS T OEENE S H 5. IELW7 Tu—FiE, BRI - Uiy 22 BER 2 0
OB A SRR ISR I NS, RERTIIZEZ, 72722093, FLRSTWET, HEA
MRAESMHE I RETH S, 23 1HICHEIh TWBE X512, BER MR, Mgt &
LU CHIRABRIEM AR T 2 Z LIk > C, EMAENOSMEET ST &N TE 5.

222 #EYEFEE

X— - Avt—7. RBOHEBHFR g 2120\ Cid, SMFEEM (UE, Z4T 254810320
REEA) 12U T, SBROFEMEELH, ML &5 &3 200, NREFLBLGTZNE, SN BIEN
S E ) AT IZDOWTHIEICHIHTNE Th 5 (12). #UILHEITE, DNRPARES & w4k FE
5 Z5MINENEIIRNTHHERE (T V) OT0 22505 NETH 5 (56). kRS ME 2 E
29 Z 5 OWIRN 7 7 RBREUC S LoD, SBIZSNT 5 2 & THEMIZRET 2 ) 27 PAHO/”
IZIECT, A Y7 =4 Farytey OB 2HROFHLHNE, 24 IV 72 ROINETH
5. RT3 EHE, MBRAFE T MM MAD= - IR LD &, Th2r 52 MBI LI ED=—
2R EEETNETH L. RABICETIERIE, LTIV EATERTHY, BIZE, JTHEPTEO
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Er5d) BRICEHECEILIICITNETHS. £/, ZEHEPZIOMOEMWAREZEF, A8
BRVERICTIVLEIFH 2. FAEEHBRL, ZOMRBLEII =7~V 3 VEHT 272007 7 a—
Fig, LRI Z O FE M ER L2 LT, JRELGIRBISEL 23 DISTRETH D, #Hb)
BGAICE, BTN ARBEMAFRE ZFHL TE L0 EQ0). FAEo7Tat 23, it s — 2420
HEARDIEET 28 DETRETHY, ZO7-OI101F, WP OBHEMED H 2T, SR AEKRBHF
RIHATES L) ALEE2EZDHBENDH 5 (13). fOERREBENDEIFZINAGRD 6 hisWiGs, %
OFPERIL A IR TRETH 5. BRRBOSININ U TRz K53 554513, 20820 T
LB L TIESLIRETHS. —HT, ZMEVAML EHOEEITE K DRWTIES ZIFAR LA
TOWAHEITTHY, BINAT 2R EIZXHEhERETH 5.

BEChPEED. FEE, MBEANOSMRIC 0 a8iA%E 20, BRN»DWEY) 2 e %8 > Tk
XNEBGICEMEENS, LarLl, AABA Vv I+r—oFa vty b 23T a0k T 5.
W z1Z, ARPRREE, BRIERNTEZRSBAOEAL, H#EE IZERIZERD 5= REEAS S [
HEBIVBEND D, 77, FHRNOBEMIC I D HETORBIESFZBENTEWEAE 5 5. i
X, SMERRERIEDGAITIE, SIE A EREREST & E L 7215 C, XUI R BB A A S 1
REIZ s 5 72 CRITEZ RO 2 B TH B 5. kB4 DIRIUZ & - T, PREZ LK D RIEAMBIE S h
720, RRENEDTIHAEND D (14). TO XD &GE, BNEHE & 5 AP RERS T2 %8 R
EHRLT, BEADOZINC K284 ) 27 RAHER/NNUCHAZ 2 RETH S, TI2=27 1 42K
ENAORRE T AR (7524 -5 v &L T, TAZBEST S ZENTERNEZY,
AV T =LAVt FORRPLBHMALEE LS. 20X RIRTUE, &3 L & EERRER O IFZhE % 1
F5EDTIEAROA (WiRE S, 20X AR REO R 2 & RIS 2 55 2 1HRE 15 2 ME—
DFBIZHD S 5056 THD), BMEORER%F5 72D A RENKAEMCZLENDHS. BTH
BRIZFES T 213, Bz, 287 Ta—FRKA VAT T 7 FHA Y ERETSZ &) ik
BoghFEEn LXw s Ez26N05.

BRI D 7 — 2 1%, WFEBIEO ML %2 S/ NS A 2 2D ISl 5 B TR SN RETH L. b5
BRMABICZML 05228 5T, &7 LS MERENOSM A BERICHIR T 2 X & Tidzv, [ERk
12, EEIRAYAEG (clinical equipoise) DIRHINCFEDFIE, #ER 72 2 FFEREAT B WBR D, FEKRERAND
SIHBRE (B2, FRITRRCIREEIR ) NOMAIZK U TARBICRFIREE & 725 T RETid A, [l
IREABRDO S IMNF ORI & T Iy b XY MO U THMZ X4 5 Z L3N ke ) 24, RYkp#Esh.
ARVWESHEEIINT YV AEWENETH 5.

223 FBOEE

F— - Xytk—T. BMHITF, I TOIEHERICEEE KITTILaL, 2MedtibLz0, 2N
DA ZEHELZDTZ2HME 5 A2 NETHS. WEERD, 2L T2MESZANTRE LA,
ZDED BMORENEXT 2EREZIZ 5D I, ZOWENE 5 THEICOVWTHMTS L5 %5
WERETHS.

BECNPEERL. SNHEICE, RBEOMGEEHLT 22E2I2O0WT, WOTEEL LA DEN &
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5. 7272L, [k (withdrawal) | &V HEEOEKRIE, ACK->TED 2 & #BKRT 2 ICHETNE
ThHb. TOBWE, MENAEZZF2Z 0I5, MR TORKEDOHIE (7271, HigE23720,
Y RPWEBEDT — B AT L ET Y N H AT 3HRPIE SN0 T EDIEMb W),
ARRBIO SRR GO RIE, F— 2 OB ADOPILIZE S T, K4 THB. Lo, [Hik]
EVIHEAM S DT AL, BMEREOREOSMAERFLAL, MEfIELZ20wOrERiECTSZL
AEE L. ZhamEulicmaled, [Whik] 2885 6 O st & - TR L, R8BIz
FREKETIZ, BMEREEXEEBANE T+ 0 =T 9 THREANZ WL DH 5. ZOME, MR
DIEFMEICEEL G525 L 312, BMFICE > TEELBEKRBEOME W% TTE X5 Kk, if
FOHER & AERICBI T 2 Mt 5 &) AT TREME 2 d 5.

224 FABEEORE

X— - Xyt—. 2BMEIRET — &2 OFEHIZB$ 5 [ 225 U4 2 #RNE, BEEW - e
L DNV A EEELZEDETRETHS.

BECNPERS,. 72 OHIRIE, RBREROGHMZHA W, Hime AT 2 TREME2 S 0, R
B MkHE 9 % 2N ROk OB OB UTRELR) - BRI LMoz O an 5 A, &
VBT 2 HEA Y ST ERKEND) Lo T, HROZEMEEGEW - #iFd 272012, Bl
WEN/ T = 22T 2 2 e pEtlalahrs 5. BICBES T 558, ZOMRICEELZY
LRERGRE - BEIL, ToAAIENTH D, AERERHE, BEH L TRICEL s TERE I ThENT
EERIEENDENETH 5.

225 EBERARICHIZISMEORLERE

F— - AXytE—T. WREBESNHEOREMRE, B RER L 207 AIZB§ 2 Ao HIzis LT
BENBZRETHS. TZTO77u—F&, BlAE, BERTZENICE T 2 oMK%, 5)
Wiz HRBMFONIZGEITIETE NS, PRIASEELOY 275 (BN AR L B L T)
FEIZE <, A B A BRIR AN TR T & Anigaicid, —oOENz2RE» 5B 2 2Ll Tsy
5. —IOFEMRETIE, SNHEICH D T SNz AOKE#RA, ZOSNHEDERAMEHIZE S ICHK
BRBERITHERD S, ZOLS BIRWICH > TR, BRETOERIMEE R L, BRI ERT —
LICEMESHRTESXIITTRETH S,

BECODPEED. [HLDOSMEICHEHE U< LOFEA XY P 2HE - AL T, 2IxEd 2 FIEIE,
WEOWRRLHHIE, 6B 5N BT ARSI A, B REMOE RICH P50 - [if
IRIGFER (B 208, AIREHEO R, DHERE, PR A) DV TRESh2NETHh 5. HBlAF,
iR, RBEOF— 2T ) VI RAZOT P34 ZOHRE LC) R ICH 72 5 EHR1E
SNBAITE, fADOBMEOREEEMT 570 2L FIEERETRETHD, BEIZECZEBIE
BRI D BIAE, OB OZEE, SREk2 2 v 7 \OWHEFENE, ZIMNFHFONW R, K
BR O WEREHMEDOSE 5 EPMET X 3).
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226 NACKEJIH-LEHROMGE

F— - AXytE—T, WREROMEATH, RBENS ORI, 5B 72 K EBAE o, X EBNEICHL
TIARRICETZHMANKRELSADS DS, TOMERIE, BRI, TACBET2BEICHEL
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X2. TDRIZ & % Global Competency Framework for Clinical Research
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TDR : UNICEF / UNDP  tf % §i 17~ WHO @ Special Programme for Research and Training in Tropical
Diseases (BVHPRATZSIEE A3 ) 3 QMS : SVEASHLY X 7 4 3 SOPs : FEUEE# TERE ; CRE : JEBIEE 7 + —
2 5 DMS @ XEEHY T Lo 2T VAT L5 IMP : iRERER.

Hilt : UNICEF/UNDP/World Bank/WHO Special Programme for Research and Training in Tropical Diseases.

(2016). Development of the TDR global competency framework for clinical research.World Health Organization.
https://iris.who.int/handle/10665/250672.
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AR A FMT 2121, RTCORERII 2= - avabosTHNT53ZL230ETHS. Thick-
T, 7A T T7REMAROMIREN 5, 77 a—FOEE L ThOKE, EHBETERIOFEK, &EHO
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[ National Institute for Health and Care Research {2351} % Clinical Research Network (NIHR CRN)
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NHO, HEime T Z2a G LD, BEEZRELZD, EFEMNIEREHLZ03245E LT, K
M 7ra s 7 20t  HIEL Twab. — T, Global Network for Women’s and Children’s Health
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2R LE—HITHD. 77 VN TIIREAPEL XLOERIIZES Y bT =2 EREDTH S,
WHO 7 7 V) Ak & KBz 1w b0 — 2R & TR TRe S b O & 8 > Tk D, African Union-
European Union Innovation Agenda(133) 75 & D [EFEHEIEHY /S — F F— > o FIZ K> Tk h T3, L
72U, fOMISIC Wi, FIAIET Ty 7 A0 HRH ) T, /I —u 5, WHO B — 9 3~
TOTO—EHEETRHRDOENT NS LI, TRy PI—JIZbIRELF v v T2k TREED
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IR BOAN P O 72 1228 7 7 £ 2 TE WK T 217 9 7291213, JEBURFHAG S D) & A
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BEO), ATFT7IMHLOFERICEST, T—2ty FELURFENITHAEL 527 — FINEHFFHEIC
B3, Fo2OEFIBEL UL, T—2DTF T4V —LtF 1) T4 ICHTIBEEERICANDINE
THy, EHEEBETEZAERELETHIRT A2 7-0ICET LELLIEELZHCARETHS. 233HT
WBRZEHZ, F=E23xT A2 MEEFEIEIIZ, WHODTF —2HEFRAICEDOWVWT, A3, RIEM,
AFMEHERT IV TEESNINETHY, COZEIIART—2OEFICET 2 WHO DIEEH(85) I
BAREshTWna.
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WL N DEERRER ) — 4 — D720 OWHERIERICEE TH 5. BIKRBREHE OB A+ x 612
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e IR B SR EP ORI ENTES, /72, 2 LEHAICE ST, A B/ 8- b F =Ty
TORANZIR-T, AFNEF v ) THEBRESOBIRSTREE %5 5.

MOBHELT, TETTF4T - TI9 b Tr—L FHFEAURY T AL — - FHA Ve GOEHRN LR
SR A4 v OMRERA LT 20D B.

HRMFEICEDZ RTOR Ly 7 OWHE= — X2 MKGAISFTE - B 2 720121, FEERIZRY 517z
WHERE ST - BBUSFHI Y — L ORSA R AT R Th 5. MO TIFBUCRIATREE Z>THwWad Y =L g
»5. Wz, REEHE P& 2 — (CDC) &, WHO X Global National Immunization Technical
Advisory Groups Network (NITAG GNN), The Task Force for Global Health & Wl L ¢, Z O D
Technical Advisory Group @ 7z & 0 %28 5l > — L % B 78 L 72 (135, 136).

FRIRRABR 2§ 2 — MR T RO PR 2 (e 5 2 IO MlA & LT, EOERA Y F 2 7 A KRB B$
B HAM SRk E AR LSBT 5 2L R ENETFOND.
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3.2.6 #HEAIAE
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GRS ZFML 2 ETITHORENFH 5. X 51C1F, BRRBEIBRICES 2 3BT OV T HEEHE
ICHET L, SUERCBIRICHEE U721 b 2 KA T 5 & 5 50 5 BE R & 5 (137).
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ENANLT IV =y 3 vOABL,l, YT I TANA X Y =R AT ALEDT 2
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(2 THED) A2 HEFICHD ANz DTEFIULE S K.
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(a) REPOMENT, ENhzT7 ¥4 v OEEKRERD KGR & 5 N 2 EIT 2 WTREE T 5.

(b) BIAIXTWHODEGMH Y 2 b ANOUK %W C T, KRR TR 5 N7z T — & O 7 5l 2 I g
&L, REPDIRN LM X N ERT ADERH AKGREWREL § 5. Ml A B ERF S
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! Adapted from CIOMS’ guidance (Clinical research in resource-limited settings. Geneva: Council for International
Organizations of Medical Sciences; 2021 (https://cioms.ch/wp-content/uploads/2021/06/CIOMS_ClinicalResearch_
RLS.pdf, accessed 5 June 2024).
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